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CLAIMS 



What is claimed is: 

1 . A method for determining a rate of flow of a solution through an^ssay 
device, wherein said assay device comprises a reaction chamber and at least fime 
diagnostic lane, comprising the steps of: / 

(a) providing a first member of a binding pair (MBP) in said 
reaction chamber and a second MBP bound to a solid phase in saia diagnostic lane; 

wherein said first MBP comprises a label; / 

wherein said first MBP and said second M0P do not appreciably bind 
to any assay reagents in said assay device; / 

wherein said first MBP and said second MBP have specific binding 
affinity for one another; / 

(b) detecting a signal in smd diagnostic lane, wherein said signal is 
generated from said label; and / 

(c) determining said rate of flow of liquid through said assay 
device from said reaction chamber through said diagnostic lane from the amount of 
said signal in said diagnostic Mie. 

2. The metjafod of claim 1, comprising the step of correcting an assay 
measurement by utilizing said signal. 

3. /The method of claim 1, wherein said first MBP and said second MBP 
are selected4rom the group consisting of binding protein, antibody, antibody 
fragment protein, peptide, and organic molecule. 



0* 



4. The method of claim 1 , wherein said assay reagents are selected from 
group consisting of binding protein, antibody, antibody fragment, protein, peptide, 
and organic molecule. 
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5. The method of claim 1, wherekf said label is selected from the group of 
molecules consisting of dye, fluoresceiieft^iitting dye, chemiluminescence emitting 
dye, infrared emitting dye, colloidal scjjfmolecule that generates an electrical and/or 
magnetic signal, and enzyme. 

apparatus for determining a rate of flow of a solution, comprising: 
(sh an assay device including a reaction chamber and at least one 
diagnostic lane; wherein a first member of a binding pair (MBP) having a label is 
provided in said reaction chamber; wherein a second MBP is bound to a solid phase in 
said diagnostic lane 

(b) \ an^jrtical component for detecting a signal generated from said 

label; and 

(c) r^igi^p^ocessor for determining said rate of flow of liquid 
from the amount of saicmign^Sp said diagnostic lane; 

wherei^aid first MBP and said second MBP do not appreciably bind 
to any assay reagents in saMlSsay'aevice; and 

wherein said ijrst MBP and said second MBP have specific binding 
affinity for one another. 

7. A kit for determining a rate of flow of a solution, comprising: 

(a) at least on^ of a Food and Drug Administration label and a set 

of instructions; 

(b) an apparatu^i comprising: 

(i) an assay device including a reaction chamber and at 
least one diagnostic lane; wherein a first member of a binding pair (MBP) having a 
label is provided in said reaction chamber; wherein a second MBP is bound to a solid 
phase in said diagnostic lane; 

(ii) an optical Component for detecting a signal generated 

from said label; and 

(iii) a signal processor for determining said rate of flow of 
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liquid from p^amount of said signal in said diagnostic lane; 

said first MBP and said second MBP do not appreciably bind 
to any assay reA&ehts in said assay device; and 

"wnerein said first MBP and said second MBP have specific binding 
affinity for one another. 

8. A method for determining environmental conditions in an assay device 
during an assay, / 

wherein said assay device comprises a reaction chamber amJ^at least 
one diagnostic lane; . / / 

wherein said reaction chamber comprises a first MBJr and a second 
MBP arranged to form a solution with a test sample; / 

wherein said first MBP comprises a label; / 

wherein said second MBP comprises an affinity tag; 

wherein said diagnostic lane comprises an affinity tag partner (ATP);^ 

wherein said ATP has specific bidding affinity to said affinity tag; 

wherein said first MBP, said second MBP, said ATP, and said affinity 
tag do not appreciably bind to any assay reagents in said assay device; 

wherein said first MBP^and said second MBP have specific binding 
affinity for one another; / 

wherein said nmhod comprises the steps of: 

(a) detejmng a signal in said diagnostic lane, wherein said signal is 
generated from said lab^f; 

/ wherein said signal is detected at a location in a position 
wherein said ATTis located; and 

Ab) determining said environmental conditions in said assay device 
during ass^Cy, wherein said environmental conditions are related to the amount of said 
signal in said diagnostic lane. 



The method of claim 8, comprising the step of correcting an assay 



99 Patent 

measurement by utilizing said signal. 

10. The method of claim 8, wherein said first MBP and said 
are associated with at least one of a lid and base of said reaction chamb 

1 1 . The method of claim 8, wherein said ATP is associated with a solid 
support in said diagnostic lane. / 

12. The method of claim 8, comprising the ste^Of introducing said second 
MBP and said ATP to said reaction chamber; / 

wherein said ATP comprises a second/affinity tag; 

wherein said diagnostic lane comprises a second ATP; 
. wherein said second ATP has sn^cific binding affinity for said second 
affinity tag; and / 

wherein said second ATP and said second affinity tag do not 
appreciably bind to said assay reagents/ 

13. The method of cleum 8, wherein said first MBP and said second MBP 
are selected from the group consisting of binding protein, antibody, antibody 
fragment, protein, peptide, and organic molecule. 

14. The metnod of claim 8, wherein said assay reagents are selected from 
the group consistino^of binding protein, antibody, antibody fragment, protein, peptide, 
and organic molecule. 

15. / The method of claim 8, wherein said label is selected from the group of 
molecules consisting of dye, fluorescence emitting dye, chemiluminescence emitting 
dye, infrared emitting dye, colloidal sol, molecule that generates an electrical and/or 
magnetic signal, and enzyme. 
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16. 5\n apparatus for determining environmental conditions in an assay 
device during an assay, comprising: 

(a) \ said assay device; wherein said assay device includes 
(i) a reaction chamber comprising a first MBP having a 

label and a second MB>P having an affinity tag arranged to form a solution with a test 
sample; 

(ii\r^at4^ast one diagnostic lane having an affinity tag 

partner (ATP); 

(b) an oj^ical cojnpon^t for detecting a signal generated from said 

label; and 

(c) a signalprocessor^foTSetermining said environmental 
conditions in said P assay cjevke cluring assa^V wherein said environmental conditions 
are related to an amount of s&^s^jqj^ diagnostic lane; 

wherein said ATP h^ specific binding affinity to said affinity tag; 

wherein said first Mb\ said second MBP, said ATP, and said affinity 
tag do not appreciably bind to any assayvreagents in said assay device; and 

wherein said first MBP and said second MBP have specific binding 
affinity for one another. 

17. A kit for determining environmental conditions in an assay device 
during an assay, comprising: 

(a) at least one of a Food and\Drug Administration Label and a set 

of instructions; 

(b) an apparatus, comprising: 



(i) said assay device; wherein said assay device includes 

aiAt 

having a label and a second MBP having an affinity tag arranged to form a solution 



(a) a reaction chamber comprising a first MBP 

a second h 

with a test sample; 



(b) at least one diagnostic lane having an affinity tag 
partner (ATP); * 



* 
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from said label; and 

conditions in said assay del 
are related to an-aqiount of 
wherein si 
wherein said 




an optical component for detecting a signal generated 

ignal processor for determining said environmental 
dirong assay, wherein said environmental conditions 
in said diagnostic lane; 
specific binding affinity to said affinity tag; 
MBP, said second MBP, said ATP, and said affinity 
tag do not appreciably bind ti any assay reagents in said assay device; and 

wherein said fifst MBP and said second MBP have specific binding 
affinity for one another. 

18. A method for measuring progress and time of completion for angssay 
in an assay device, wherein said assay device comprises a reaction chambe^nd at 
least one diagnostic lane; 

comprising the steps of: 

(a) providing a label in said reaction chamben^vherein said label 
, does not appreciably bind to any assay reagents in said assav/fevice; 

(b) detecting a signal in at least one discrete zone of said diagnostic 
lane, wherein said signal is generated from said label;/and 

(c) determining said progress zpfci time of completion of said assay 
in said assay device from at least one of: 

(i) a rate of chaj*§e of the amount of said signal; and 

(ii) an absolute amount of said signal. 



19. The method of cj£m 18, comprising the step of correcting an assay 
measurement by utilizing said signal. 

20. The prfethod of claim 1 8, wherein said label is linked to a MBP. 



21./ The method of claim 1 8, wherein the derivative of said rate of change 
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of the amount of said signal is determined. 

22. The method of claim 1 8, wherein said rate of change is a n^fative rate 
of change of the amount of said signal, 

23 . The method of claim 1 8, wherein said absolute/tmount of said signal is 
averaged. 

24. The method of claim 20, wherein sa^MBP is selected from the group 
consisting of binding protein, antibody, antibody ragment, protein, peptide, and 
organic molecule. 

25 . The method of claim 1*8, wherein said assay reagents are selected from 
the group consisting of binding ^otein, antibody, antibody fragment, protein, peptide, 
and organic molecule. 

26. The method of claim 18, wherein said label is selected from the group 
of molecules consisting of dye, fluorescence emitting dye, chemiluminescence 
emitting dye y ififrared emitting dye, colloidal sol, molecule that generates an electrical 
and/or magnetic signal, and enzyme. 

27. V An apparatus for measuring progress and time of completion for an 
assay in an assaysdevice, comprising: 

(a) x^aid assay device including a reaction chamber and at least one 
diagnostic lane; wherein askbel is provided in said reaction chamber; 

(b) an optical component for detecting a signal generated from said 
label in at least one discrete zonebf said diagnostic lane; and 

(c) a signal processor for determining said progress and time of 
completion of said assay in said assay device from at least one of: 

(i) a rate of change of the amount of said signal; and 
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f ii) an absolute amount of said signal; 
wherein skjd label does not appreciably bind to any assay reagents in 
said assay device. 

28. A kit for measuringsprogress and time of completion for an assay in an 
assay device, comprising: 

(a) at least one of a^Kood and Drug Administration Label and a set 

of instructions; 

(b) an apparatus, compri^mg: 

(i) said assay devicevincluding a reaction chamber and at 
least one diagnostic lane; wherein a label is provided in said diagnostic lane; 

(ii) an optical component for detecting a signal generated 
from said label in at least one discrete zone of said diagnostic lane; and 

(iii) a signal processor for deteraiining said progress and 
time of completion of said assay in said assay device fromVt least one of: 

(a) a rate of change of the Wount of said signal; 

and 

(b) an absolute amount of said Signal; 
wherein said label does not appreciably bind to any a^say reagents in 

said assay device. 

29. X method for determining deviant assay results in an assay device, 
wherein said assay device comprises a reaction chamber and one or more diagnostic 
lanes; 

comp\isin^th^ steps of: 

Drovidihg a label in said reaction chamber; wherein said label 
does not appreciably bu^Hc^a^ assay reagents in said assay device; 

(b) defecting an assay signal (AS) and an independent assay control 
signal (IACS) in at least two discrete zones in one or more diagnostic lanes, wherein 
said signal is generated by said label; and 
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(c) determining said deviant assay result in said assay device by 
comparing a shape of said AS with a shape of said IACS. 

30. The method of claim 29, comprising the step of correcting an assay 
measurement by utilizin^W^signal. 

31. The method of claim 29, wherein said label is linked to a MBP. 



32. The method of clajm J§?4^ierdn s^id MBP is selected from the group 
consisting of binding protein, antibody, m^body^&a^ment, protein, peptide, and 



organic molecule. 



/ 
/ 



33. The method of elgifh 2<Lwherein said assay reagents are selected from 
the group consisting of binding ptotei^anjibody, anybody fragment, protein, peptide, 
and organic molecule. 



34. The method of claim 22^herein said label is selected from the group 
of molecules consisting of dye, fluorescence emitting dye, chemiluminescence 
emitting dye, infrared emitting dye, colloidal sol, molecule that generates an electrical 
and/or magnetic signal, and enzyme. 

3 5. An apparatus for determining deviant assay results in an assay device, 
comprising: 

(a) said assay device, including a reaction chamber and at last one 
or more diagnostic lanes; wherein a label is provided in said reaction chamber; 

(b) an optical component for detecting an assay signal (AS) and an 
independent assay control signal (IACS) in at least two discrete zones in one or more 
diagnostic lanes, wherein said signal is generated by\said label; and 

(c) a signal processor for determining said deviant assay result in 
said assay device by comparing a shape of said AS with a shape of said IACS; 
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therein said label does not appreciably bind to any assay reagents in 
said assay deviceV 

36. A kii\for determining deviant assay results in an assay device, 
comprising: 

(a) \ at least one of a Food and Drug Administration Label and a set 

of instructions; 

(b) an apparatus, comprising: 

^akhissay device, including a reaction chamber and at 
last one or more diagSo&icylanes; whei^in a label is provided in said reaction 
chamber; 

(ii) \ an optical component for detecting an assay signal (AS) 
and an independent ass/y control sigr^l (IACS) in at least two discrete zones in one or 
more (diagnostic lanes/ wherein said sigftal is generated by said label; and 

(iii) \a signal processor for determining said deviant assay 
result in said assay devieqby cpmparingya shape of said AS with a shape of said 
IACS; lT ^ 

wherein said label does not appreciably bind to any assay reagents in 
said assay device. 

37. A method for smoolhing assay signal determinations in an assay 
device, wherein said assay device comprises a reaction chamber and at least one 
diagnostic lane; 

comprising the steps < 

(a) providing a latiel in said reaction chamber; wherein said label 
does not appreciably bind to any assaylreagents in said assay device; 

(b) detecting said signal in said diagnostic lane, wherein said signal 
is generated from said label; and 

(c) smoothing said sidnal. 



/A 




106 



Patent 
230/006 



38. The method of claim J7^comprising the step of correcting an assay 
measurement by Virilizing sa id signal. 

39. The method of claim 37, wherein said label is linked to a first MBP. 

40. The method of claim 39, wherein said first MBP is selected from the 
group consisting of bii^ngprotein,^ntibody, antibody fragment, protein, peptide, 
and organic molecule. 

41 . The methocftof claim 37, wherein said assay reagents are selected from 
the group consisting of bin^ng^pj^tein, anti^b^iy, antibody fragment, protein, peptide, 
and organic molecule. 



42. The method of &aim ^^jadibrein said label is selected from the group 
of molecules coh'sistiQ^of dy/, miorescence emitting dye, chemiluminescence 
emitting dye, infrared emittmg^dyb, colloidal s<\ molecule that generates an electrical 
and/or magnetic signal, and enzyme/ 




43. The method of claim 39, co mprising the step of providing a second 
MBP; wherein said second MBP is lobated in said diagnostic lane; 

wherein said first MBPVnd said second MBP have specific binding 
affinity for one another; and 

wherein said second MB^ does not appreciably bind to any assay 
reagents in said assay device. 



44. The method of claimJ^^Wrising the step of providing a second 
MBP; wherein said second MBP is introduced to said reaction chamber; 

wherein said first MBP and said second MBP have specific binding 
affinity for one another; 

wherein said second MBP do^s not appreciably bind to any assay 
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reagents in safti assay device; 

wherein said second MBP comprises an affinity tag; 

wherein said diagnostic lane comprises an affinity tag partner (ATP); 

wherein said ATP has specific binding affinity to said affinity tag; 

wherein said second MBP, said ATP, and said affinity tag do not 
appreciably bind~toa^y assay reagents in said assay device; and 

whereinysaidsfirst MBP and said second MBP have specific binding 
affinity for one another 



45. The memoqyof claim 3£, comprising the step of providing a second 
MBP and a first affinity{ag^^tneiL(^rP) to said reaction chamber; 

wherein said lirst M&P and said second MBP have specific binding 
affinity for one anc^er; \ 

/ \ 

^herein said second MBP^does not appreciably bind to any assay 
reagents in said assay^eyice; 

/ wherein saidsecOnd-MBP comprises a first affinity tag; 
wherein said first AfP has specific binding affinity to said first affinity 



in said ass 



tag; 

wherein said first ATff comprises a second affinity tag; 
wherein said diagnostic lane comprises a second ATP; 
wherein said second has specific binding affinity for said second 
affinity tag; and 

wherein said second MBPAsaid first ATP, said second ATP, said first 
affinity tag, and said second affinity tag do\not appreciably bind to any assay reagents 
in said assay device. 

46. An apparatus for smoothing assay signal determinations in an assay 
device, comprising: \ 

(a) said assay device, including a reaction chamber and at least one 
diagnostic lane; wherein a label is provided in ^id reaction chamber; 
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diagnostic lane, wherein 
(c) a 



(b) optical component for detecting said signal in said 



of instructior 



said signal is generated from said label; and 
ignal processor for smoothing said signal; 
whereirfsKlaiabel does not appreciably bind to any assay reagents in 
said assay device. 

/ 
/ 

A kit for srripojhing assay signal determinations in an assay device, 

(a) at lea^oneoi^ Food and Drug Administration Label and a set 

^\ A \ 

(b) an^pparatus, composing: 

(i) said^s^de^ice, including a reaction chamber and at 
least one diagnostic lane; wherein a label is provided in said reaction chamber; 

(ii) an optical component for detecting said signal in said 
diagnostic lane, wherein said signal is generated from said label; and 

(iii) a signal processor for smoothing said signal; 
wherein said label apes not appreciably bind to any assay reagents in 

said assay device. 

48. A method for verifying a location/of a detection zone in an assay 
device, wherein said assay device comprises a/reaction chamber and at least one 
diagnostic lane; 

comprising the steps of: 

(a) providing a lajrel in said reaction chamber; wherein said label 
does not appreciably bind to any issay reagents in said assay device; 

(b) measuring for a signal in at least one discrete zone of said 
diagnostic lane, wherain s^id signal is generated by said label; and 

(c) (^Verifying said location of said detection zone by a detection of 
said signal in said discrete zone of said diagnostic lane. 



• 
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49. The method of claim 48, comprising the step of correcting an ass£y 
measurement by utilizing said signal. 

50. The method of claim 48, wherein said label is linked/to an MBP. 

51 . The method of claim 50, wherein said MBP yt selected from the group 
consisting of binding protein, antibody, antibody fragm^m, protein, peptide, and 
organic molecule. 




52. The method of claim 48, wherein said assay reagents are selected from 
the group consisting of binding protein, jmtibody, antibody fragment, protein, peptide, 
and organic molecule. 

53. The method ofclaim 48, wherein said label is selected from the group 
of molecules consisting of dye, fluorescence emitting dye, chemiluminescence 
emitting dye, infrare^mitting dye, colloidal sol, molecule that generates an electrical 
and/or magnetic^ignal, and enzyme. 



54. An apparatus for verifying a location of a detection zone in an assay 
device, comprising: 

(aj said assky device including a reaction chamber and at least one 
diagnostic lane; v^ierei^ a label i\provided in said reaction chamber; 



or 



label in at least oneldiscrete zi 




ponent for detecting a signal generated from said 
aid diagnostic lane; 



c'K^V a signal processor for determining said location of said 
detection zone by a q^ctjon^o f sa\ j signal in said discrete zone of said diagnostic 



lane 



wherei^i said label does not appreciably bind to any assay reagents in 
said assay device. 
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55. ^ kit for verifying a location of a detection zone in an assay device, 
comprising: 

(a) \ at least one of a Food and Drug Administration Label and a set 

of instructions; 

(b) dsn apparatus, comprising: 
(i)\ said assay device including a reaction chamber and at 

least one diagnostic laii^e; whetein a label is provided in said reaction chamber; 

(i^) \ an optifc^il component for detecting a signal generated 
from said label in at least one discrete zohe of said diagnostic lane; 

\ / \ 

(iii) \a signal processor for determining said location of said 
detection zone by a detection oft^kid signal in said discrete zone of said diagnostic 
lane; \ 

wherein said lejbkl does no^appreciably bind to any assay reagents in 
said assay device. 

56. A method for detehWingji corr^ted assay result (T c ) from a 
measured assay result (T m ) and multiple (j) measured control assay results (IACj), 
comprising the steps of: \ 

(a) measuring said T m and each of said IACj in an assay device; 

(b) determining a difference between each of said IACj and a mean 
value (IAC javc ) of multiple IACj measurements (IACjj); 

(c) determining a product by multiplying each of said difference of 
step (b) by a constant (Pj); \ 

(d) determining a sum oi every j said product; and 

(e) subtracting said sum from said T m . 

57. The method of claim 56, wherein each of said pj is determined by a 
matrix function comprising each of said 6T and\each of said 6IACj . 

58. The method of claim-567wherein each of said pj is determined from a 
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slope of a linear regression of a plot, where the plot is differences (6Tj) between 
multiple assay result measurements (Tj) and a mean value of Tj (T ave ) versus 



differences between said IACjj and said IAC jave . 



59. The method of claim 56, wherein at least one of said IACj is said signal 
of claim 1 or determined from said signal of claim 1 . 



60. The methodbf^aim 56, wherein at least one of said IACj is said signal 
of claim 8 or is determined from shid signal of claim 8. 

61. The method of ^olaim 56, wherein at least one of said IACj is said rate 



of change of the amount < 



rfgnal of claim 18 or is determined from said rate of 



change of the amount of saicj signal of claim 1 8. 



62. The method^f claim 56, wherein at least one of said IACj is said 
absolute amount of said ^gnal (&(^airnT$ or p determined from said absolute amount 
of said signal of claim 1 8. 



63. The method of claim\56, wherein at least one of said IACj is said signal 



of claim 29 or is determined from said signal of claim 29. 



/ V 

64. A computer programmable medium embodying a program of 
instructions for causing a processor to plrform a method for determining a corrected 
assay result (T c ) from a measured assay result (T m ) and multiple (j) measured control 
assay results (IACj), comprising the steps of: 

(a) measuring said T m afid each of said IACj in an assay device; 

(b) determining a difference between each of said IACj and a mean 
value (IAC jave ) of multiple IACj measurements (IACjj); 

(c) determining a product by multiplying each of said difference of 
step (b) by a constant (fy); 
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determining a sum of every j said product; and 
subtracting said sum from said T m . 



65. In an apparatus, a method for determining a corrected assay result (T c ) 
from a measured assay result (TjJ and multiple (j) measured control assay results 
(IACj), comprising the steps of: 

(a) measuring said T m and each of said IACj in an assay device; 

(b) determining a difference between each of said IACj and a mean 
value (IAC jave ) of multiple IACj measurements (IACjj); 

(c) determining a pipd\ict by multiplying each of said difference of 
step (b) by a constant (pj); \ 

(d) determining a'^um of ev&ry j said product; and 

(e) subtrac\ing ^aid^^vfromsaid T n 





66. A method forctelermining a corrected assay result (T c ) from a 
measured assay result (TJ J^iple 0) measured control assay results (lAC,), 

comprising the steps of: 

(a) measuring said T m and each of said IACj in an assay device; 

(b) determining a difference (SIACj) between each of said IACj and 
a mean value (IAC,..) of muhiple llq measurements (IAC,); 

(c) determining a product by multiplying each of said difference of 
step (b) by a constant (Tj); \ . 

(d) determining a sum of the integer 1 and every j said product; and 



nit 



(e) determining a quotient between said T m and said sum. 

67. The method of claim 66, wherein each of said Tj is a slope of a linear 
regression of a plot, wherein said plot is multiple pj determinations versus multiple 
mean values (T ave ) of T ; . \ 



68. The method of clai m 66, wh erein each of said pj is determined by a 
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matrix function comprising each of said 6T and each of said 8IACj 



69. \ The method of claim 66, wherein each of said pj is determined from a 
slope of a linear regression of a plot, wherein said plot is differences (6Tj) between 
multiple assay Result measurements (Tj) and a mean value of T { (T ave ) versus 
differences between said IACj; and said IAC jave . 



70. The method of claim 66, wherein at least one of said IACj is said signal 
of claim 1 or deten^iiifed from said signal of claim 1 . 

71 . The melJix^ofchiim 66r^herein at least one of said IACj is said signal 
of claim 8 or is dete said signal of claim 8. 



72. Tftevjitethod of claiiV 66, wherein at least one of said IACj is said rate 
of change of the amoumof s aid s ignal of claim 18 or is determined from said rate of 
change of the amount of said signal of claim 18. 



73. The method V>f claim 66, wherein at least one of said IACj is said 
absolute amount of said signal of claim 18 or is determined from said absolute amount 
of said signal of claim 18. 



74. The method of clai m 66, w herein at least one of said IACj is said signal 
of claim 29 or is determined from said signal of claim 29. 

75. A computer programmable medium embodying a program of 
instructions for causing a processor to perform a method for determining a corrected 
assay result (T c ) from a measured assay result (T m ) and multiple (j) measured control 
assay results (IACj), comprising the steps of: 

(a) measuring saidlT m and each of said IACj in an assay device; 

(b) determining a difference (6IACj) between each of said IACj and 



# 
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a mean value YIAC jave ) of multiple IACj measurements (IACjj); 

k) determining a product by multiplying each of said difference of 
step (b) by a constant (Ip; 

(d) \ determining a sum of the integer 1 and every j said product; and 

(e) \ determining a quotient between said T m and said sum. 



76. In an apparatus, a method for determining a corrected assay result (T c ) 
from a measured assay resiflt^T m ) and multiple (j) measured control assay results 
(IACj), comprising the steps of: 

(a) measuring said Tj^and each of said IACj in an assay device; 

(b) detera\ni^^iffer^ice (SIACj) between each of said IACj and 
a mean value (IAC jave ) of multiple IAC^ea^rements (IACjj); 

(c) determining a producNpy multiplying each of said difference of 
step (b) by a constaritYFj); 

(d) det^nnining\a sum of the integer 1 and every j said product; and 



d^ 

(e) determining 4 quotient between said T m and said sum. 



77. A method for determinmg a corrected assay result (T c ) from a 
measured assay result (T m ) and multiple (j) measured control assay results (IACj), 
comprising the steps of: \ 

(a) measuring said T m knd each of said IACj in an assay device; 

(b) determining a functLn of each of said IACj; 

(c) determining a sum of the integer 1 and each of said function; 

(d) determining a quotient\between T m and said sum. 



and 



78. The method of claim 77, wherein at least one of said IACj is said signal 
of claim 1 or determined from said signal of claihi 1. 
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79. the method of claim,£7, wherein at least one of said IACj is said signal 
of claim 8 or is determined from said signal of claim 8. 



80. The riiethod of claimjl, wherein at least one of said IACj is said rate 
of change of the amount of said signal of claim 18 or is determined from said rate of 
change of the amoun^ofs&id signal of claim 18. 



81. 



The methoa of 




^wherein at least one of said IACj is said 



absolute amount of said sis 
of said signal of claim 18. 



82. The method i 



of claim 18 or is determined from said absolute amount 

\ 




aim 77 > j#herein at least one of said LAC is said signal 




of claim 29 or~is4§termined frorp said signal of claim 29 

83. A computer prpgramm&ble^^^ a program of 

instructions for causing a processor to perform a method for determining a corrected 
assay result (T c ) from a measured assky result (T m ) and multiple (j) measured control 
assay results (IACj), comprising the steips of: 

(a) measuring said l\, and each said IACj in an assay device; 

(b) determining a function of each said IACj; 

(c) determining a sum of the integer 1 and each said function; and 

(d) determining a quotient between T m and said sum. 



/ 



84. In an apparatus, a method for determining a corrected assay result (T c ) 
from a measured assay result (T m ) and multiply (j) measured control assay results 
(IACj), comprising the steps of: \ 

(a) measuring said T m and each said IACj in an assay device; 

(b) determining a function of oach said IACj; 

(c) determining a sum of the integer 1 and each said function; and 

(d) determining a quotient between T m and said sum. 



• 



• 
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85. A method for determining a corrected assay result (T c ) from a 
measured assay result (T^ and a measured independent assay control result (IAC), 
comprising the steps of: 

(a) \ measuring said T m and said IAC in an assay device; 

(b) Wtermining a quotient between a mean value (IAC ave ) of 
multiple IAC measuremf nts (IAQ) and said IAC; and 



(c) 



srmining a product by multiplying said quotient of step (b) 



by said T,, 




86. The method ofolaii ri 85, wfrerein said IAC is said signal of claim 1 or 
determined from said signal o^bl^hi 



87. 






in said IAC is said signal of claim 8 or 



88. The method of claim\85^her^m said IAC is said rate of change of the 
amount of said signal of claim 18 or \s determined from said rate of change of the 
amount of said signal of claim 18. 



89. The method of claim 85,\wherein saidTAC is said absolute amount of 
said signal of claim 1 8 or is determined ^om said absolute amount of said signal of 
claim 18. 



90. The method of claim 85, wherein said IAC is said signal of claim 29 or 
is determined from said signal of claim 29 



91 . A computer programmable 



instructions for causing a processor to perform a method for determining a corrected 
assay result from a measured assay result (T m ) and a measured independent assay 



control result (IAC), comprising the steps 



medium embodying a program of 



(>f: 



✓ \ 
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(a) measuring said T m and said IAC in an assay device; 

(b) determining a quotient between a mean value (IAC ave ) of 
multiple IAC measurementsXiAQ) and said IAC; and 

(c) deteijninifig^ product by multiplying said quotient of step (b) 

by said T m . 




92. In ^t apmratusA a method tor determining a corrected assay result from 
a measured assay result(T^^ independent assay control result (IAC), 

comprising the steps of: 

(a) measuring\said T m and said IAC in an assay device; 

(b) determining a quotient between a mean value (IAC ave ) of 
multiple IAC measurements (IACAand said IAC; and 

(c) determining a product by multiplying said quotient of step (b) 
by said T m . \ 




